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DETAILED ACTION 

Response to Amendment 

This Office Action is in response to the amendment submitted on 01/1 1/2008. 
Claims 1 and 7 are pending in the application, with claims 2-6 and 8-9 having being 
cancelled. Accordingly, claims 1 and 7 are being examined on the merits herein. 

Receipt of the aforementioned amended claims is acknowledged and has been 
entered. 

Examiner further acknowledges amendment of claims 1 and 7 and cancellation 
of claims 2-6 and 8-9 and consequently the rejections under 35 U.S. C. 101 and 112, 
second paragraph has been withdrawn. 

Applicant's argument with respect to Kase as being unavailable as a reference 
under 35 U.S. C. 102 (e) has been considered and is found persuasive. Consequently, 
the 102 (e) rejection is withdrawn. 

In view of applicant's amendment, the following new obviousness double 
patenting, 102 (b) and 103 (a) Non-Final rejections are being made. 

Provisional Non-Statutory Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
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obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1 and 7 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 13-14 of 
copending Application No. 10/579829 (hereinafter Kase US Patent Application No. 
'829). Although the conflicting claims are not completely identical, they are not 
patentably distinct from each other because both applications are directed to a method 
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of treating higher brain dysfunction. The claimed invention and co-pending application 
Kase '829 are rendered obvious over another as the claimed invention teaches a 
subgenus of a method of treating two specific higher brain dysfunction such as 
Tic/Tourette and attention deficit hyperactivity disorder using a particular xanthine 
derivative whereas Kase '829 teaches a broad genus of higher brain dysfunction with a 
broad genus of xanthine derivatives. Thus, the aforementioned claims of the instant 
application are substantially overlapping in scope as discussed hereinabove and are 
prima facie obvious over the cited claims of corresponding application No. 10/579829. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim 1 is provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claim 1 of copending Application No. 
1 1/488623 (hereinafter Shimida US Patent Application No. '623). Although the 
conflicting claims are not completely identical, they are not patentably distinct from each 
other because both applications are directed to a method of treating attention deficit 
hyperactivity disorder. The claimed invention and co-pending application Shimida '623 
are rendered obvious over another as the claimed invention teaches a method of 
treating attention deficit hyperactivity disorder utilizing a subgenus of xanthine 
derivatives whereas Shimida '623 teaches a method of treating attention deficit 
hyperactivity disorder utilizing a broad genus of xanthine derivatives. Thus, the 
aforementioned claims of the instant application are substantially overlapping in scope 
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as discussed hereinabove and are prima facie obvious over the cited claims of 
corresponding application No. 11/488623. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim 7 is provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 51 , 53-55, and 57 of copending 
Application No. 10/353240 (hereinafter Kase US Patent Application No. '829). Although 
the conflicting claims are not completely identical, they are not patentably distinct from 
each other because both applications are directed to a method of treating movement 
disorders including dyskinesia using A2a receptor antagonists. The claimed invention 
and co-pending application Kase '240 are rendered obvious over another as the 
claimed invention teaches a subgenus of a method of treating movement disorders such 
as Tic/Tourette which is characterized by dyskinesia using a particular A2a receptor 
antagonist whereas Kase '240 teaches a broad genus dyskinesia with a broad genus of 
A2a receptors antagonists. Thus, the aforementioned claims of the instant application 
are substantially overlapping in scope as discussed hereinabove and are prima facie 
obvious over the cited claims of corresponding application No. 10/353240. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Claim Rejections - 35 (JSC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Shimada 
etal. (WO 99/12546). 

WO 99/12546 is the PCT counterpart to U.S. Patent 6,727,259 B2. WO 99/12546 is 
prior art under U.S.C. 1 02 (b) as a result of its March 1 8, 1 999 publication date. U. S. 
Patent 6,727,259 B2 is the national stage application of WO 99/1 2546. Because WO 
99/12546 and U.S. Patent 6,727,259 B2 appear to have identical disclosures, the U.S. 
Patent is being used as a translation of WO 99/12546 PCT. While any reference 
hereinafter to column and line numbers will be based upon the U.S. patent disclosure, 
such reference should be interpreted as referring to the corresponding disclosure of the 
aforementioned PCT counterpart. 

Specifically, Shimada et al. discloses therapeutic agents for the treatment of 
neurodegenerative disorders with xanthine derivatives (see abstract and col. 9, claim 2). 
Importantly, Shimada et al. discloses the use of preferred compounds (E)-8-(3,4,- 
dimethoxystyryl)-1,3-diethyl-7-methylxanthine in its method (see table 1, compound, col. 
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3, lines 55-66 and col. 4, lines 34-35). Furthermore, Shimada et al. discloses that the 
aforementioned compound or its pharmaceutical salts to be useful in the treatment of 
neurodegenerative disorders such as attention deficit hyperactivity disorder (instant 
claim 1 ; col. 6, lines 41-43 and 47-49). 

Accordingly, the teachings of Shimada et al. anticipate claim 1 . 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 and 7 are rejected under 35 U.S.C. 103 (a) as being unpatentable 
over Brown et al. (IDrugs, May 2002, pg. 454-468, previously submitted by 
applicant and filed on an IDS 1449) in view of Leckman et al. (Neuron, Nov. 2000, 
Vol. 28, pgs 349-354). 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Brown et al. teaches that certain treatments can result in uncontrolled involuntary 
movements (termed dyskinesia) (see pg. 454, abstract). Brown et al. further teaches 
that that the mechanism being affected by such disruptive treatments involve 
abnormalities in neurotransmission in the basal ganglia leading to an imbalance 
between two striatal output pathways and adenosine A2a receptors (see pg. 454, 
Mechanisms Section). Brown et al. further teaches that novel treatments such as the 
use of Adenosine A2a receptor antagonists such as KW-6002 (i.e. E)-8-(3,4,- 
dimethoxystyryl)-1 ,3-diethyl-7-methylxanthine) can be used to combat these symptoms 
given that the A2a receptors are localized in striatum and can therefore oppose these 
effects (see pg. 460, Adenosine A2a receptor section). Moreover, Brown et al. teaches 
that mRNA levels of A2a receptors were found to be elevated in dyskinetic non-human 
primates and that mice with a mutation in A2a receptor did not exhibit any uncontrolled 
movements suggesting the involvement of A2a receptor antagonists in uncontrolled 
involuntary movements (see pg. 460, Adenosine A2a receptor section). 
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Brown et al. does not specifically teach a method of treating Tic/Tourette's 
disorder or a method of treating attention deficit hyperactivity disorder using the 
aforementioned compound. 

Leckman et al. teaches that Tourette syndrome is characterized by motor and 
phonic tics that wax and wane in severity and is a movement disorder (see pg. 349, left 
col. paragraph 2). Leckman et al. further teaches that mechanism that leads to tic 
production may involve the basal ganglia, its cortico-cortical connections, prefrontal 
cortex and caudate nucleus (see pg. 350, right col. paragraph 3 and pg. 351 , left col. 
paragraph 1 ). Importantly, Leckman et al. teaches that Tourette patients may also 
suffer from other co-morbidities such as attention deficit disorder and that treatment of 
co-morbid disease (i.e. attention deficit disorder) will often diminish tic severity (see pg. 
349, right col. paragraph 4, and pg. 353, left col. paragraph 1). This suggests that both 
Tic/Tourette disorder and attention deficit disorder share the same mechanistic pathway 
of action. 

Thus, to one of ordinary skill in the art at the time of the invention would have 
found it obvious to utilize the method of Brown et al. to treat Tourette syndrome since 
Brown et al. teaches that uncontrolled involuntary movements involves the basal 
ganglia area along with its neural loops and since Leckman teaches that Tourette is a 
movement disorder which involves the basal ganglia. Similarly, one of ordinary skill 
would have found it obvious to treat attention deficit hyperactivity disorder with the 
method of Brown et al. given that Leckman et al. teaches that treatment of attention 
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deficit hyperactivity disorder lessens the severity of Tourette and consequently this 
suggests a common mechanistic pathway in the etiology of both disorders. Given that 
Brown et al. teaches a method of treating uncontrolled involuntary movements involving 
the basal ganglia area, and Leckman et al. discloses that Tourette syndrome is a 
movement disorder which involves the basal ganglia and that treatment of attention 
deficit hyperactivity disorder would lessen the severity of Tourette, one of ordinary skill 
would have been motivated to utilize the method of Brown et al. to treat attention deficit 
disorder or Tic/Tourette syndrome in light of the disclosure of Leckman et al. with the 
expectation of providing a reasonable method that is efficacious in lessening the 
severity of Tourette syndrome and efficacious in treating attention deficit hyperactivity 
disorder and Tourette syndrome. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samira Jean-Louis whose telephone number is 571- 
270-3503. The examiner can normally be reached on 7:30-6 PM EST M-Th. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/S.J. L.I 

Examiner, Art Unit 1617 
03/27/2008 
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Supervisory Patent Examiner, Art Unit 1617 



